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Ne Ha No Bif
KepiBHukam cy6’ekTIB
rocrnoJaprBaHHs, fIKI 3aHMAIOTbLCH
peaJizauieto, 30epiraHHAM i

32CTOCYBAaHHSM JIiKapchbKHX 3ac00iB

KepiBnukam TepPUTOPiaIbHHUX
opraniB Jdepaciikeyx0u

PO3NOPAKEHHA

Binnosigno no Koncturtyuii Ykpainu, craret 15, 22, 55 3akoHy YKpalHH
«OCHOBH 3aKOHO/IABCTBa Y KpalHU PO OXOPOHY 370poB's», ctatei 15, 17, 21 3akony
Vxpainu «lIpo nikapceki 3acobu», [lonoxenns npo [epxaBHy ciyx0y YkpaiHu
3 NiKapchbKUX 3ac00iB Ta KOHTPOIIIO 38 HAPKOTHKAMH, 3aTBEPIKEHOI0 TTOCTAHOBOIO
Kabinery MinictpiB Vkpainu Bim 12.08.2015 No 647, Tlopsaky 3aificHeHHS
JIep>)KaBHOT'O KOHTPOJIIO SKOCTI JIIKAPCHKUX 3aco0iB, IO BBO3SITHCSI B YKpaiHy,
3aTBep/KeHoro nocranoBoro Kabinety Minictpis Ykpainu sig 14.09.2005 Ne 902,
nyHkty 3.2.2 Tlopsinky BcTaHOBIeHHs 3a00poHM (THMUAcoBOi 3a0OpOHH)
Ta MOHOBIIEHHs 00ITYy JIKapChKUX 3ac0o0iB Ha TepuTOpil YKpaiHH, 3aTBEPIKEHOTO
Haka3oM MiHicTepcTBa OXOpOHM 370poB’s Ykpainu Big 22.11.2011 Ne 809
(31 3miHamMu), 3apeecTpoBaHoro MiHicTepcTBoM tocTuuii Ykpainu 30.01.2012
3a Ne 126/20439, [opsiaky KOHTPOJIO SKOCTI JTIKAPCBKHUX 3ac00iB TIiJ Yac OMTOBOI
Ta PO31piOHOI TOPriBIi, 3aTBEPIKEHOro Haka3oM MiHiCTEpCTBA OXOPOHH 3/10POB's
Vkpainu Big 29.09.2014 Ne 677, 3apeectpoBanoro MiHicTepcTBOM IOCTHIIT Y Kpainu
26.11.2014 3a Ne 1515/26292, IlpaBun yTusizauii Ta 3HUIIEHHS JTiKapchbKuX 3aco0iB,
3aTBEP/UKEHUX Haka3oM MIiHicTepcTBa OXOPOHM 340poB’S YKpainu Bij 24.04.2015
No 242, 3apeectpoBanux MinicTepcTBoM focTuilii  Ykpainu Big 18.05.2015
3a Ne 550/26995, na mincraBi HagXOIKEHHS MIDKHAPOIHWMX IIOBIOMIIEHB Bif
perynaroproro oprany bpasunii: BR/Falsificacdo/371.1.0, BR/Falsificagdo/374.1.0,
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BR/Falsificagdo/375.1.0 mono BusiBiieHHst B 00iry (anbCH(iKOBaHUX JIKapChKUX
3ac00iB, 3 METOI aKTUBHOI NMPOTHUAIT TOLIUPEHHIO JIKAPCBKUX 3aco0iB, LUISIXH
HAJXO/DKEHHS Ta YMOBH 30epiraHHsl SKUX HEBIJIOMI, BHM3HAaYUTH SKICTb Ta
Oe3MeyHICTh IKUX HEMOJXKIIMBO, 3 OIVIAAY Ha Te, 1110 Taka NPOoAYKLis € HeOe3[1eUHOI
Ta MO’K€ HECTH MOTEHIIHHY 3arpo3y KUTTIO Ta 3/I0POB’I0 HACENIEHHS:

3ABOPOHAIO peanizariro, 30epiranHs Ta 3acTocyBaHHA (GanbcH}iKOBaHMX
MiKapchKUX 3aco0iB, 3 MapkyBaHusam Bupodnuka IPSEN BIOPHARM LTD:
— cepii L42158  danscudikoBanoro  mikapcekoro  3acody  DYSPORT
(BOTULINUM TOXIN), 150, acentuyHo o00po0OjieHMii napeHTepa/bHUi
PO3YMH;
— cepii  H06055  ¢danscudikoranoro  mikapcbkoro  3acoby  DYSPORT
(BOTULINUM TOXIN), 500U, mio¢inizoBanuii nopouox;
— cepii  T02355  danscudikoBanoro  gikapcekoro 3acoby  DYSPORT
(BOTULINUM TOXIN), nioginizoBanuii nopouox.

Cy6’ekTaM rocnojaproBaHHs, fKi 3OIHCHIOIOTH peanizalilo, 30epiraHHs
Ta 3aCTOCYBaHHsS JIKapchbKMX 3aco0iB, HEBIOKIAMHO, MICAS OIEpXKaHHS JAHOTO
PO3IOPSIKEHHS, TEPEBIPUTH HASIBHICTH BKa3aHUX Cepiil TiKapChbKUX 3ac001B, BKUTH
3aX0JM LIOJ0 BUIYHeHHS iX 3 OO0Iry LUISIXOM 3HMIIEHHS a00 IOBEpHEHHS
MOCTaYallbHUKY, NP0 IO IOBIIOMHTH TEPUTOPiaibHUH opraH JlepKaiKcayxOu.
Y pasi 3HHIIEHHS BiJIXO/IB 3a3HA4YeHUX Cepiit JTiKapchbKUX 3acobiB B JBOTHKHEBUH
CTPOK HAaIpPaBUTH [O TEPUTOPIAILHOTO oOpraHy JlepskmikcaykO0u Komix axra
PO 3HHUILEHHS BIAXOIB JiKapChKUX 3aco0iB.

KoHTpob 32 BUKOHAHHSM 1aHOTO PO3MOPSIHKEHHS! 3A1HCHIOIOTEL TEPUTOPIaNbHI
opranu [lepxnikcayx0Ou Ha BIATIOBIAHIH TepuTOpii.

HeBuKoHaHHS [aHOTO PO3MOPSKEHHS TATHE 3a COO0K BIANOBIHANBHICTH
3TiJHO 3 YMHHUM 3aKOHOJNABCTBOM Y KpaiHu.

Konii nanoro posnopsyikeHHs HaIlpaBJIeHi:

MiHicTepCTBO OXOPOHHU 3T0POB'st YKpaiHu;

HIT  «/lep>xaBHui excrepTHUMA ueHTp MiHicTepcTBa OXOpPOHH 3/I0pPOB'S
YKpailHu».
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